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DETAILED ACTION 

Claims 1-23 are currently pending in the instant application. Claims 1-20 (in 
part), 21 , 22 (in part) and 23 are withdrawn from consideration as being non-elected 
subject matter. 

Response to Election/Restrictions 

Applicant's election with traverse of the subject matter of claims 1-15 and 17-20, 
drawn to compounds of formula I and/or pharmaceutically usable derivatives,, solvates, 
and stereoisomers thereof, wherein X is NR 3 , R 1 is A which is an unbranched or 
branched alkyl having 1-10 C atoms, Y is Ar-diyl, D is a thienyl ring which is mono- or 
disubstituted by Hal, T is morpholin-4-yl which is monosubstituted by carbonyl 
oxygen(=0), and W is as defined in the reply filed on 1 1/01/2006 is acknowledged. The 
traversal is on the ground(s) that the Examiner has not established that search of the 
full scope of the claims would constitute a search burden. This argument is not found 
persuasive because, although it is obvious on its face that search of the full scope of the 
claims would constitute a search burden (see for example the definition of Het found in 
the claims), the Examiner has only to establish that unity of invention is lacking in this 
application since it is a 371 of an international application. The Examiner has, in fact, 
established that unity of invention is lacking. The requirement is still deemed proper. 

Examiner has considered Applicants request to rejoin Group VI, drawn to a 
method of making compounds of formula I (claim 16), and composition claims 19, 20, 
and kit claim 22 to the currently pending claims and to broaden the search beyond what 
was elected. Examiner has expanded the search so that compounds of formula I 
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wherein X is NR 3 , R 1 is as defined, Y is cycloalkylene, Het-diyl or Ar-diyl, D is a thienyl 
ring which is mono- or disubstituted by Hal, A, OR 2 , N(R 2 ) 2 , N0 2 , CN, COOR 2 or 
CON(R 2 ) 2 , and T and W are as defined have been fully examined. Additionally, claims 
16-20 and 22 have been rejoined to the compound claims 1-15 and examined. 

Priority 

The application is a '371 of International Application No. PCT/EP03/10400, filed 
on 09/18/2003, which claims the benefit of foreign priority under 35 U.S.C. 119, to 
German Application No. 10247226.2, filed on 10/10/2002. 

Information Disclosure Statement 

Applicant's Information Disclosure Statement filed on 4/1 1/2005 has been 
considered. Please refer to Applicant's copies of the 1449 submitted herewith. 

Claim Rejections - 35 USC §112- 1 st paragraph 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-14, 16, 19-20 and 22 are rejected under 35 U.S.C. 112, first paragraph, 
because the specification, while being enabling for the preparation of some of the 
compounds of the formula described in the instant claim 1 , does not reasonably provide 
enablement for compounds having the formula I and the "pharmaceutically usable 
derivatives". The specification does not enable any person skilled in the art to which it 
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pertains, or with which it is most nearly connected, to make and use the invention 
commensurate in scope with these claims. 

As stated in the MPEP 2164.01 (a), "There are many factors to be considered 
when determining whether there is sufficient evidence to support a determination that a 
disclosure does not satisfy the enablement requirement and whether any necessary 
experimentation is "undue." 

In In re Wands . 8 USPQ2d 1400 (1988), factors to be considered in determining 
whether a disclosure meets the enablement requirement of 35 U.S.C. 112, first 
paragraph, have need described. They are: 

1 . the nature of the invention, 

2. the state of the prior art, 

3. the predictability or lack thereof in the art, 

4. the amount of direction or guidance present, 

5. the presence or absence of working examples, 

6. the breadth of the claims, 

7. the quantity of experimentation needed, and 

8. the level of the skill in the art. 
In the instant case 

The nature of the invention 

The nature of the invention is compounds, a process of preparation, and 
medicaments of formula I and pharmaceutically usable derivatives. 
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The state of the prior art and the predictability or lack thereof in the art 

Since the compounds as claimed are reported to be novel, there should not be 
any prior art that disclose such compounds or preparation of such compounds. 

The term "derivative" found in the claims is defined as a compound, usually 
organic obtained from another compound by a simple chemical process or a organic 
compound containing a structural radical similar to that from which it is derived (Hackh's 
chemical dictionary, 1972). 

The existence of these obstacles establishes that one of ordinary skill in the art 
would not know what chemical structures are encompassed by the term 
"pharmaceutically usable derivatives". In the instant case, the specification does not 
provide guidance as to how one skilled in the art would ascertain what would be 
considered an appropriate substitution to make for a "pharmaceutically usable 
derivatives". 

The amount of direction or guidance present and the presence or absence 

of working examples 

The specification does not provide working examples in which a pharmaceutically 
usable derivative is synthesized. It does not provide direction for the preparation of any 
a pharmaceutically usable derivative of the compound of formula I. Since the chemical 
moieties encompassed by these terms are variable in reactivity, it cannot be said with 
absolute certainty such compounds can be prepared through the same route as 
compounds of formula I. 
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The breadth of the claims 

The instant breadth of the rejected claims is broader than the disclosure, 
specifically, the instant claims include compounds of formula I and "pharmaceutically 
usable derivatives." Thus, multiple derivatives of the compounds of formula I having 
various functional groups and chemical reactivity are encompassed by the instant 
claims. However the specification only provides evidence for compounds of formula I, 
and does not provide examples of the "pharmaceutically usable derivatives." 

The quantity or experimentation needed and the level of skill in the art 
It would require undue experimentation of one of ordinary skill in the art to 
ascertain what could be considered pharmaceutically usable derivatives. Factors such 
as "sufficient working examples", "predictability", etc. have been demonstrated to be 
sufficiently lacking in the instant case for the instant compound claims. One would need 
to prepare compounds with similar structural radicals and/or biological activity without 
any direction as to what structural radical is needed and how different the derivative can 
be from the compound of the formula (I). In view of the breadth of the claims, the 
chemical nature of the invention and the lack of working examples regarding the 
process as claimed, one skilled in the art would have to undergo an undue amount of 
experimentation to use the instantly claimed invention commensurate in cope with the 
claims. 

In consideration of each of the 8 factors, it is apparent that undue 
experimentation because of variability in prediction of outcome that is not addressed by 
the present application disclosure, examples, teaching and guidance presented. Absent 
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factual data to the contrary, the amount and level of experimentation needed is undue. 
Therefore, claims 1-14, 16, 19-20 and 22 are rejected under 35 U.S.C. § 112, 1 st 
paragraph. These rejections can be overcome by deletion of the phrase 
"pharmaceutically usable derivatives" or replacement with a more descriptive term such 
as "pharmaceutically acceptable salts." 

Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 20 and 22 are rejected under 35 U.S.C. 112, second paragraph, as being 

indefinite for failing to particularly point out and distinctly claim the subject matter which 

applicant regards as the invention. Claims 20 and 22 recites the limitation "at least one 

further medicament active ingredient." On p. 6-7 of the specification, it is stated that the 

compound can be employed with other thrombolytically active compounds or blood 

platelet glycoprotein receptor (lib/llla) antagonists, but the specification does not state if 

these compounds are what is considered "one further medicament active ingredient" 

and fails to define the term or teach exactly what is meant by "one further medicament 

active ingredient." If a blood platelet glycoprotein receptor (lib/llla) antagonist can be 

considered "one further medicament active ingredient," the specification does not 

define how to determine what can or cannot be considered a blood platelet glycoprotein 

receptor (lib/llla) antagonist. Thus, "at least one further medicament active ingredient" 

is not defined so as to know the metes and bounds of the claims. Therefore claims 20 

and 22 are rejected. 
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Claim Objections 

Claims 17 and 18 are objected to under 37 CFR 1.75(c), as being of improper 
dependent form for failing to further limit the subject matter of a previous claim. When 
two claims in an application are duplicates or else are so close in content that they both 
cover the same thing, despite a slight difference in wording, it is proper after allowing 
one claim to object to the other as being a substantial duplicate of the allowed claim. 
See MPEP § 706.03(k). A compound's intended use does not further limit the claim. 
Applicant is required to cancel the claim(s), or amend the claim(s) to place the claim(s) 
in proper dependent form, or rewrite the claim(s) in independent form. 

Claims 1-20 (in part) and 22 (in part) are objected to because of the following 
informalities: they are dependent on subject matter that has been withdrawn from 
consideration. Deletion of subject matter outside the scope of search is required. 

Objections: Content of Specification 

The specification does not incorporate cross reference to related applications. 

The specification should contain the following sections below, as applicable: 

b) Cross-References to Related Applications : See 37 CFR 1 .78 and MPEP 
§201.11. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Karen Cheng whose telephone number is 571-272- 
6233. The examiner can normally be reached on M-F, 9AM to 5:30PM EST. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph McKane can be reached on (571)272-0699. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




KAMALA. SAEED, PH.D. 
PRIMARY EXAMINER 




Karen Cheng 

Patent Examiner, AU 1626 



